SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HazauBuH® kannu Ha3anbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KO MPOOYKTA: 704532

BATCH N2 / MAPTUA Ne /: 30007

MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 01/2023

C.A/ CEPTU®UKAT AHAJIN3A: 957/23

ANALYTICAL PROC. N°: / MPOTOKOJT AHATTU3A Ne: SRAS-9WACUG.4

EXP./ CPOK FOOHOCTMU: 01/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHUK METOOB AHANU3A: Normative documentation / HopmatusHas

AokymeHTaumsa 11 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUM KO MPOAYKTA KIUEHTA: 81775839

TESTS
MokasaTtenu

SPECIFICATIONS
Cneuudukauum

RESULTS
Pesynbrarsl

Description/ OnucaHue

Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / Mpoapaynbiii
AW NOMTW MPO3payHbld  pacTBop OT MOYTH
BecueeTHOro Ao cnabo-xenToro LpeTa.

Complies / CooTeeTcTBYyET

Identity/ MoanuHHoOCTL
Oxymetazoline hydrochloride /
OkcumeTasonuHa rugpoxrnopug,

Benzalkonium chloride / BeH3ankoHus
xrnopua

Retention time of the main peak In the
chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpema  yaepxvBaHMS  OCHOBHOTO nNuKka Ha
XpomartorpaMMe MUCNbITYEMOro pacteopa AOSHKHO
COOTBETCTBOBATb BPEMEHU yAepXvuBaHNs
OCHOBHOTO NuKa Ha XpoMaTorpaMme CTaH4APTHOro
pacTBopa OKCUMETA30NuHa ruapoxnopuaa,
MONYYEHHOW NPU KONMYECTBEHHOM OnpeaeneHuun.

Retention time of the main peak in the
chromatogram of lhe (esl solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpems
YAEPXKUBAHNS OCHOBHOTO Nvika Ha XpomaTtorpamme
UCNbLITYEMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEpXVBAHUA OCHOBHOFO MUKa Ha
Xpomarorpamme CTaHAapTHOro pacTeopa
GeHsankoHna  xnopuaa,  NOMyYeHHOW  Mpw
KONMUYECTBEHHOM onpeaeneHuu.

Complies / CootBeTcTayeT

Complies / CooTBeTcTBYET

Clarity / Mpo3pauHocTs

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / Onanecueruust
npenapaTta He [OMKHa NpeBbIWaTh
onanecueHUMo 3TanoHa cpaBHeHusa |/Boab!
OMULLIBHHON.

Complies / CooTBeTcTBYET

Color / UgeTHOCTL

The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gonxeH 6biTb

GecuBeTHbIM WNU BbIAEPXKUBATL CPaBHEHWE C
aTanoHoMm Y7.

Complies / CooTBeTcTByeT
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANIU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBuH® Kannu HasanbHble 0,05% Poccua/

ARTICLE CODE / BHYTPEHHUM KOJ MPOMYKTA: 704532 BATCH Ne / MAPTUA Ne /: 30007
MANUFACTURE DATE: / BATA U3TOTOBINEHUS: 01/2023 C.A/ CEPTU®UKAT AHANUN3A: 957/23
ANALYTICAL PROC. N°: / TPOTOKON AHATNU3A Ne: SRAS-9WACU6.4 EXP./CPOK OAHOCTMU: 01/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHMK METOOOB AHATNMU3A: Normative documentation / HopmaTtushas
nokymeHTauma N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWWA KOO NPOOYKTA KIMWEHTA: 81775839

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudmkauyum Peaynbrarhb!
Relative density (d 20/20) / OTHocuTenbHasn From 1.006 to 1.010/ OT1 1,006 ao 1,010 1.007
nnotHoctk (d 20/20) )
pH From55t06.5/01550806,5 59
Osmolality / OcMonsnbHoOCTL From 270 to 330 mOsmol/kg / Ot 270 go 330 284
mOcmons/kr

Related substances / PoactBeHHble npumecu

Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He Gonee 0,5 % . o
(npoaykT ruaponuaa) < Detection Limit
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He Gonee 0,5 % L

< Detection Limit
Individual unidentified impurity / EanHnunas Not more than 0.1 % / He Sonee 0,1 %

HenaeHTudnLnpoBaHHas NPUMECh < Detection Limit

Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % . o
< Detection Limit

Assay / KonuuyecTBeHHOe onpegeneHue

Oxymetazoline hydrochloride / OkcmeTasonuHa From 475 to 525 pg/mL of oxymetazoline 499
rmapoxnopua hydrochloride/ Ot 475 po 525 mkr/mn
oKCUMEeTasonuHa rmapoxnopuga.

Benzalkonium chloride / Bex#sankoHus xnopug, From 45 to 55 pg/mL of benzalkonium chloride/ Ot 53
45 po 55 mkr/mn HeH3ankoHns xnopuaa
Microbial purity / Mukpo6uonoruyeckasn
yucrora
Tota'oaaego?gHTI'Cfg;'(iLC%“t (TAMC)/ Obuuee Not more than 10° CFU /ml / <1 CFU / ml
had P . P He 6onee 10" KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml/ <1 CFU / ml

Obuee 4YNCNO APOXCKEBLIX M NNBCHeBLIX rpubos He 6onee 1 01 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcyTcTBME B 1 MN Absent / OTeyTcTayloT
Staphylococcus aureus Absence in 1 ml/ OtcytctBue 8 1 mn
Absent / OtcyTcTByIOT
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A FOTOBOIO NPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HasuBuH® kannu HaszansHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUM KOQ1 MPOAOYKTA: 704532 BATCH Ne / MAPTUA Ne /: 30007
MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 01/2023 C.A/ CEPTU®UKAT AHATIU3A: 957/23
ANALYTICAL PROC. N°: / MPOTOKON AHANU3A Ne: SRAS-9WACU6.4 EXP./ CPOKTOOHOCTU: 01/2026

ANALYTICAL REFERENCE / PEQEPEHTHBIM UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTusHas
aokymexTauna M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOA NPOAYKTA KITUEHTA: 81775839

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneuudunkauum PesynbTtaThl
Package / YnakoBka 10 mL in an amber glass bottle with a

polypropylene screw cap with an integrated pipette
made of glass type 3 (Eur. Ph.) and bromobutyl
rubber.

1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenapata Ba hnakoH TEMHOro
cTeKna ¢ HaBMHYKUBaeMOW NONUNPONUNEHOBOMN
KPbILIKON CO BCTPOEHHOW NUNETKOM 13 cTekna tuna
3 (EBp. ®.) n GpomByTUNKayyyKa.

Mo 1 dnakoHy ¢ UHCTPYKUMEH Mo NPUMEHEHIIO B

favKy KapTOHHY!O.

Complies / CooTBeTcTBYET

Labeling / MapkupoBka According to Normative documentation. / B Complies / CooTBeTCTBYET
COOTBETCTBUU C HOPMATUBHON JOKYMEHTaLWEN.

Storage / XpaHeHue: At temperature below 25°C. / MNpu TemnepaType He Bbiwe 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 rona

REMARKS / MpumeuaHue:
The Product conforms to ND/
MpoaykT cootBeTcTRYET TPeGoBaHUAM H/]

BATCH REMARKS / NpumeyaHue ansa cepuu:

Hereby | certify that this lot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / JaHHbim CBUAETENbCTBYI0, YTO AaHHAA NapTusi NpoBepeHa B
COOTBETCTBAM C pa3pelUeHNeM Ha MapkeTUHr u Esponeiickum pyKOBOACTBOM MO Hagnexallel Npov3BoACTBEHHOM
MpakTUKe ANa NeKapcTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuk: 0(
Inés Soares DECISION / 3axknioueHue: _'ZH'L‘\,U‘ L

M. Ines Ribeiro DATE / faTa: ,Q'\’/'(_; Z /7’0 L % :

QUALIFIED PERSON / OtBeTcTBEHHOE NULO:
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